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DETAILED ACTION 
Continued Examination Under 37 CFR 1.114 

A request for continued examination under 37 CFR 1 .1 14, including the fee set 
forth in 37 CFR 1 .17(e), was filed in this application after allowance or after an Office 
action under Ex Parte Quayle. 25 USPQ 74, 453 O.G. 213 (Comm'r Pat. 1935). Since 
this application is eligible for continued examination under 37 CFR 1 .1 14, and the fee 
set forth in 37 CFR 1 .17(e) has been timely paid, prosecution in this application has 
been reopened pursuant to 37 CFR 1 .1 14. Applicant's submissions filed on 03/14/2005 
has been entered. 



Claim Rejections - 35 USC § 112 

The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

Claims 1-1 3 are rejected under 35 U.S.C. 112, first paragraph, because the 
specification, while enabling for a yeast composition and method for its preparation and 
administration comprising EMF exposure of the one strain of Saccharomyces cerevisia 
Hansen AS2.502 to treat male sexual disorder such as impotence in a mammal, the 
specification does not enable any person In the art In preparing a yeast composition and 
method for its preparation and administration comprising EMF exposure of all the yeast 
species selected from the group consisting of claim 5 to treat male sexual disorder such 
as impotence in a mammal. 
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The factors to be considered In determining whether undue experimentation is 
required are summarized in In re Wands. 858 F.2d 731 , 737. 8 USPQ2d 1400, 1404 
(Fed. Cir. 1988) (a) the breadth of the claims; (b) the nature of the invention; © the state 
of the prior art; (d) the level of one of ordinary skill; (e) the level of predictability in the 
art; (f) the amount of direction provided by the inventor; (g) the existence of working 
examples; and (h) the quantity of experimentation needed to make or use the invention 
based on the content of the disclosure. 

Applicant claims a yeast composition and method for its preparation and 
administration comprising EMF exposure of yeast species selected from the group 
consisting of claim 5 to treat male sexual disorder such as impotence in a mammal. 
Applicant has reasonably demonstrated on page 22, example 2 and paragraph 0048 of 
the specification, a yeast composition and method for its preparation and administration 
comprising EMF exposure of the one strain of Saccharomyces cerevisia Hansen 
AS2.502 to treat male sexual disorder such as impotence in a mammal. Applicant's 
specification, however, has failed to provide guidance or working examples whereby 
applicant prepares a yeast composition and method for its preparation and 
administration comprising EMF exposure of all the yeast species selected from the 
group consisting of claim 5 to treat male sexual disorder such as impotence in a 
mammal. 

Moreover, it should be noted that the state of the prior art at the time the 
invention was filed did not recognize a yeast composition and method for its preparation 
and administration comprising a yeast composition and method for its preparation and 
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administration comprising EMF exposure of all tfie yeast species selected from the 
group consisting of claim 5 to treat male sexual disorder such as impotence in a 
mammal. For example. Cutler teaches (US 7041677 see, e.g. column 2 lines 38-43) 
that Papaverine is widely used to treat impotence. Thus, the art is silent regarding the 
efficacy of applicant's yeast composition and method for its preparation and 
administration comprising EMF exposure of all the yeast species selected from the 
group consisting of claim 5 to treat male sexual disorder such as impotence in a 
mammal. Therefore, applicant's claimed yeast composition and/or methods is 
unpredictable in the art. 

Furthermore, applicant's specification has reasonably demonstrated on page 22, 
example 2 and paragraph 0048 of the specification, a yeast composition and method for 
its preparation and administration comprising EMF exposure of the one strain of 
Saccharomyces cerevisia Hansen AS2.502 to treat male sexual disorder such as 
impotence in a mammal. Applicant's specification, however, has failed to provide 
guidance or working examples whereby applicant prepares a yeast composition and 
method for its preparation and administration comprising EMF exposure of all the yeast 
species selected from the group consisting of claim 5 to treat male sexual disorder such 
as impotence in a mammal. Therefore, it would require undue experimentation by one 
of skill in the art to practice the invention commensurate in scope with the claims. 

The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 
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Claims 1-13 are rejected under 35 U.S.C. 112. second paragraph, as being 
indefinite forfaiting to particularly point out and distinctly daim the subject matter which 
applicant regards as the invention. 

Claim 1 is vague, indefinite and confusing in the recitation "yeast cells are 
characterized by their ability to treat to treat male sexual disorder in a mammal". The 
characterization of yeast cell by their "ability" to have an effect on a subject, the nature 
of which is undisclosed, does not constitute a proper characterization. There is no 
indication of how the yeast gets to the subject to "treat male sexual disorder" for 
example, to demonstrate this "ability". 

In addition, the nature of the yeast composition, dosage and mammal treated are 
undisclosed. 

Claims 1-13 are further indefinite in the nature of the "yeast cells" of the plurality 
used are being compared in the last phrase of the claims. For a valid comparison, they 
should be cells of the same strain. 

The characterization of 'Saccharomyces sp." in claim 5 as a "species" of 
Saccharomyces is improper. 

Double Patenting 

The nonstatutory double patenting rejection is based on a judicially created 
doctrine grounded in public policy (a policy reflected in the statute) so as to prevent the 
unjustified or improper timewise extension of the "right to exclude" granted by a patent 
and to prevent possible harassment by multiple assignees. See In re Goodman, 1 1 
F.3d 1046, 29 USPQ2d 2010 (Fed. Cir. 1993); In re Longi, 759 F.2d 887, 225 
USPQ 645 (Fed. Cir. 1985); In re Van Ornum. 686 F.2d 937, 214 USPQ 761 (CCPA 
1982); In re Vogel, 422 F.2d 438, 164 USPQ 619 (CCPA 1970);and, In re Thorington, 
418 F.2d 528, 163 USPQ 644 (CCPA 1969). 
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A timely filed terminal disclaimer in compliance with 37 CFR 1.321(c) may be 
used to overcome an actual or provisional rejection based on a nonstatutory double 
patenting ground provided the conflicting application or patent is shown to be commonly 
owned with this application. See 37 CFR 1 .130(b). 

Effective January 1 , 1994, a registered attorney or agent of record may sign a 
terminal disclaimer. A terminal disclaimer signed by the assignee must fully comply with 
37 CFR 3.73(b). 

Claims 1-5 and 7-8 are rejected under the judicially created doctrine of 
obviousness-type double patenting as being unpatentable over claims 1-4 and 6-7 of 
US Patent No. 6,759.055; claims 1-4 and 7-8 of US Patent No. 6,756,050; claims 1-4 
and 6-7 of US Patent No. 6,753,008; claims 1-4 and 6-78 of US Patent No. 6,709,849; 
claims 1-4 and 6-7 of US Patent No. 6,660,508; claims 1-4 and 6-7 of US Patent No. 
6.649,383; claims 1-3 and 5-10 of US Patent No. 6.440,713. 

Although the conflicting claims are not identical, they are not patentably distinct 
from each other because the plurality of yeasts, including S. cerevisiae, claimed as a 
product by process are produced in a substantially similar process of making by treating 
with electromagnetic energy in the various patents and in the instant application. 

Claims 1-5 and 7-8 are provisionally rejected under the judicially created doctrine 
of obviousness-type double patenting as being unpatentable over claims 1-3,5.7-1 1 of 
copending Application No. 10/186,505; claims 1-4 and 6-8 of copending Application No. 
10/184,749; claims 1-4 and 6-12 of copending Application No. 10/185,276; claims 1-4 
and 6-8 of copending Application No. 10/187,1 14. 

Although the conflicting claims are not identical, they are not patentably distinct 
from each other because the plurality of yeasts, including S. cerevisiae, claimed as a 
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product by process are produced in a substantially similar process of making by treating 
with electromagnetic energy in the various patents and in the instant application. 

This is a provisional obviousness-type double patenting rejection because the 
conflicting claims have not in fact been patented. 

Claims 1-8 are provisionally rejected under the judicially created doctrine of 
obviousness-type double patenting as being unpatentable over claims 1 and 3-4 of 
copending Application No. 10/175,014; claims 1 and 3-4 of copending Application No. 
10/175,015; claims 1 and 3-4 of copending Application No. 10/175,016; claims 1 and 3- 
4 of copending Application No. 10/175,049; claims 1 and 3-4 of copending Application 
No. 10/175,050; claims 1 and 3-4 of copending Application No. 10/175,053; claims 1 
and 3-4 of copending Application No. 10/175,054; and claims 1 and 3-4 of copending 
Application No. 10/175,058. 

Although the conflicting claims are not identical, they are not patentably distinct 
from each other because the plurality of yeasts, including S. cerevisiae, claimed as a 
product by process are produced in a substantially similar process of making by treating 
with electromagnetic energy in the various patents and in the instant application. 



This is a provisional obviousness-type double patenting rejection because the 
conflicting claims have not in fact been patented. 
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Claims 1-5 are provisionally rejected under the judicially created doctrine of 
obviousness-type double patenting as being unpatentable claims 1-4 of copending 
Application No. 10/460,246; claims 1-4 of copending Application No. 10/460,247; claims 
1-4 of copending Application No. 10/460,271; claims 1-4 of copending Application No. 
10/460,323; claims 1-4 of copending Application No. 10/460,324; claims 1-4 of 
copending Application No. 10/460,325; claims 1-4 of copending Application No. 
10/460,326; claims 1-4 of copending Application No. 10/460,327; claims 1-4 of 
copending Application No. 10/460,328; claims 1-4 of copending Application No. 
10/460,336; claims 1-4 of copending Application No. 10/460,337; claims 1-4 of 
copending Application No. 10/460,338; claims 1-4 of copending Application No. 
10/460,341; claims 1-4 of copending Application No. 10/460,437; claims 1-4 of 
copending Application No. 10/460,438; claims 1-4 of copending Application No. 
10/460,530; claims 1-4 of copending Application No. 10/460,832; claims 1-4 of 
copending Application No. 10/460,833; claims 1-4 of copending Application No. 
10/717,008; claims 1-4 of copending Application No. 10/717,008; claims 1-4 of 
copending Application No. 10/717,008; claims 1-4 of copending Application No. 
10/717,008; claims 1-4 of copending Application No. 10/717,132; claims 1-4 of 
copending Application No. 10/717,133; claims 1-4 of copending Application No. 
10/717,134; claims 1-4 of copending Application No. 10/717,135; claims 1-4 of 
copending Application No. 10/717,136; claims 1-4 of copending Application No. 
10/717,143; claims 1-4 of copending Application No. 10/717,137; claims 1-4 of 
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copending Application No. 10/717,272; clainre 1-4 of copending Application No. 
10/717,275. 

Although the conflicting claims are not identical, they are not patentably distinct 
from each other because the plurality of yeasts, including S. cerevisiae, claimed as a 
product by process are produced in a substantially similar process of making by treating 
with electromagnetic energy in the various patents and in the instant application. 

This is a provisional obviousness-type double patenting rejection because the 
conflicting claims have not in fact been patented. 

Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 

States. 

Claims 1-5 are rejected under 35 U.S.C. 102(b) as being anticipated by Dutta et 
al. (J. of Microwave Power (1979), vol. 14, No. 3, pages 275-280). 

The claims are directed to a composition comprising yeast cells treated with 
electromagnetic energy at various frequencies and field strengths for an undisclosed 
time period. 

Dutta et al. teach a biological composition comprising yeast of the species 
Saccharomyces cerevisia which has been prepared by substantially the same process 
as the instant composition. See, e.g. page 276. 
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The recited abilities are an inherent property of the yeast preparation. 

Furthernnore, the composition is claimed as a product-by-process. Since the 
U.S. Patent and Trademark Office is not equipped to manufacture products by the 
myriad of processes put before it and then obtain prior art products and make 
comparisons therewith, a lesser burden of proof is required to make out a case of prima 
facie anticipation/obviousness for product-by-process claims because of their peculiar 
nature than when a product is claimed in the conventional manner. MPEP 21 13. 

Claims 1-6 are rejected under 35 U.S.C. 102(b) as being anticipated by the 
admitted prior art as evidenced by the website titled ''Saccharomyces cerevisia Meyen 
ex Hansen Chinese Strain name" 

(http://www.im.ac,cn/database/CCCCMA^EAST/v1 22.htm ), April 24. 1996. 

The claims are directed to a composition comprising yeast cells treated with 
electromagnetic energy at various frequencies and field strengths for an undisclosed 
time period. 

As admitted by applicants, yeast cells as the instantly claimed are old and well 
known in the art (see, e.g. specification pages 2-11). Since the claimed invention is not 
directed to permanently altered yeasts, the claimed invention is anticipated by the 
yeasts of the prior art. While the electric field applied increase metabolic activity, it does 
not produce a permanently altered yeast product. 

The recited abilities are an inherent property of the yeast preparation. 
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Furthermore, the composition is claimed as a product-by-process. Since the 
U.S. Patent and Trademarl< Office is not equipped to manufacture products by the 
myriad of processes put before it and then obtain prior art products and mal<e 
comparisons therewith, a lesser burden of proof is required to make out a case of prima 
facie anticipation/obviousness for product-by-process claims because of their peculiar 
nature than when a product is claimed in the conventional manner. MPEP 21 13. 

Claims 1-4 and 7-8 are rejected under 35 U.S.C. 102(b) as being anticipated by 
Chen (Derwent ACC-No; 2002-01 1816 or CN 1309175A, see abstract). 

The claims are directed to a composition comprising yeast cells treated with 
electromagnetic energy at various frequencies and field strengths for an undisclosed 
time period. 

Chen teaches a health care yeast composition in liquid form which has various 
favorable biological properties. 

Since the claimed invention is not directed to permanently altered yeasts, the 
claimed invention is anticipated by the yeasts of the prior art. While the electric field 
applied increase metabolic activity, it does not produce a permanently altered yeast 
product, (see, e.g. abstract) 

Furthermore, the composition is claimed as a product-by-process. Since the 
U.S. Patent and Trademark Office is not equipped to manufacture products by the 
myriad of processes put before it and then obtain prior art products and make 
comparisons therewith, a lesser burden of proof is required to make out a case of prima 
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facie anticipation/obviousness for product-by-process claims because of their peculiar 
nature than when a product is claimed in the conventional manner. MPEP 21 13. 

Please note that the intended use of the above claimed composition does not 
patentably distinguish the composition, per se, since such undisclosed use is inherent in 
the reference composition. In order to be limiting, the intended use must create a 
structural difference between the claimed composition and the prior art composition. In 
the instant case, the intended use does not create a structural difference, thus the 
intended use is not limiting (see, e.g., MPEP 2112). 

Claims 1-4 and 7-8 are rejected under 35 U.S.C. 102(b) as being anticipated by 
Evans (Den^/ent ACC-No; 1975-41 471 W or GB 1397873, see abstract). 

The claims are directed to a composition comprising yeast cells treated with 
electromagnetic energy at various frequencies and field strengths for an undisclosed 
time period. 

Evans teaches a health care yeast composition which is in powdered form that is 
reconstituted to drink form which has favorable biological properties, (see, e.g. abstract) 

Since the claimed invention is not directed to permanently altered yeasts, the 
claimed invention is anticipated by the yeasts of the prior art. While the electric field 
applied increase metabolic activity, it does not produce a permanently altered yeast 
product. 

The recited abilities are an inherent property of the yeast preparation. 
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Furthermore, the composition is claimed as a product-by-process. Since the 
U.S. Patent and Trademark Office is not equipped to manufacture products by the 
myriad of processes put before it and then obtain prior art products and make 
comparisons therewith, a lesser burden of proof is required to make out a case of prima 
facie anticipation/obviousness for product-by-process claims because of their peculiar 
nature than when a product is claimed in the conventional manner. MPEP 21 13. 

Please note that the intended use of the above claimed composition does not 
patentably distinguish the composition, per se, since such undisclosed use is inherent in 
the reference composition. In order to be limiting, the intended use must create a 
structural difference between the claimed composition and the prior art composition. In 
the instant case, the intended use does not create a structural difference, thus the 
intended use is not limiting (see, e.g., MPEP 2112). 

Claims 1-8 are rejected under 35 U.S.C. 102(b) as being anticipated by the 
admitted prior art as evidenced by the website titled "Saccharomyces cerevisia Meyen 
ex Hansen Chinese Strain name" 

( http://vtfww.im.ac.cn/database/CCCCM/YEAST/v122.htm ). April 24, 1996 in view of 
Dutta et a!., Evans and Chen. 

As admitted by applicants, yeast compositions as the instantly claimed are old 
and well known in the art (see, e.g. specification pages 2-11). 
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The reference differs from the claimed invention in the preparation of the yeast 
by subjecting to electromagnetic energy. However, Dutta et al. teach yeast products 
produced in this manner at substantially similar conditions. See, e.g. page 276. 

The references also differ from the claimed invention in providing the composition 
in the form of tablet, powder of health drink. However. Evans teaches a health care 
yeast composition which is in powdered form that is reconstituted to drink form which 
has favorable biological properties, (see, e.g. abstract) 

In addition, Chen teaches a health care yeast composition in liquid form which 
has various favorable biological properties. 

Furthermore, the composition is claimed as a product-by-process. Since the 
U.S. Patent and Trademark Office is not equipped to manufacture products by the 
myriad of processes put before it and then obtain prior art products and make 
comparisons therewith, a lesser burden of proof is required to make out a case of prima 
facie anticipation/obviousness for product-by-process claims because of their peculiar 
nature than when a product is claimed in the conventional manner. MPEP 21 13. 

Therefore, it would have been obvious to one having ordinary skill in the art at 
the time the claimed invention was made to modify the product of the recited website by 
activating the yeast by treating with electromagnetic energy as taught by Dutta et al. 
and providing it in powder or drink form as suggested by the teachings of Evans and 
Chen for the expected benefit of providing a stable composition that can be used to 
provide essential minerals and vitamins and thus promote the biological activities of 
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enzymes in the body and increase well being as to treat conditions such as sexual 
disorders in an individual. 

Thus, the claimed invention as a whole was clearly prima facie obvious, 
especially in the absence of evidence to the contrary. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Randall Winston whose telephone number is 571-272- 
0972. The examiner can normally be reached on 8AM-5PM. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Terry McKelvey can be reached on 571-272-0775. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 




